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BUMED INSTRUCTION6010.23

From: Chief, BureauofMedicineand Surgery

To: ShipsandStationsHavingMedicalDepartmentPersonnel

Subj: PARTICIPATION IN THE MILITARY HEALTH SYSTEMPATIENT SAFETY

PROGRAM (MHSPSP)

Ref: (a) Floyd D. SpenceNational DefenseAuthorizationAct, sections742 and754 for FY 01
(b) DOD Instruction6025.17of 16 Aug 01
(c) OPNAVINST3500.39AIMarineCorpsOrder3500.27A
(d) Title 10, USC, section1102
(e) DOD Directive6040.37of9 Jul 96
(f) JointCommissiononAccreditationofHealthcareOrganizations(JCAHO)

ManualsApplicableto HealthCare,currenteditions

End: (1) SampleAppointmentMemo for aQuality AssuranceInquiry
(2) ConfidentialityStatementsfor SentinelEventRelatedDocuments
(3) PatientSafetyProgramDefinitions

1. Purpose.To establishBureauofMedicineandSurgery(BUMED) policy, assign
responsibility,andprescribeproceduresfor complyingwith references(a) and(b). This
instructionaugmentsreference(c) by implementingapplicationsandrequirementsspecific to
NavyMedicine medicalanddentaltreatmentfacilities (MTFs andDTFs) perreferences(a)
through(f) andenclosures(1) and(2). Enclosure(3) is a list ofpatientsafetyprogram
definitions.

2. Background.Reference(b) establishesthebroadparametersfor monitoringandimproving
themedicalanddentalhealthcareprovidedto ourbeneficiaries.Thismonitoringincludes
identifying, evaluating,andreducingthepotentialfor harm. TheDepartmentofVeteransAffairs
(VA) hasdevelopeda systemfor reporting,compiling,andanalyzingsituationsthatleadto the
identificationofactualorpotentialpatientharm. DepartmentofDefense(DOD) healthentities
areto emulatethis systemto theextentthatis practical. Effectivelypromotingpatientsafety
focuseson creatingstrongincentivesto disclosetheerrorsmadeor observed(realizingthe
majorityof errorsarecausedby systemfailures),aswell asbuilding teamwork,communication,
andproblem-solvingskills. All of this is done in anon-punitiveinterdisciplinaryenvironment.

3. Applicability. Appliesto all shore-basedcommandsprovidingmedicaland dentalservices,
includingBUMED activities underthecommandor supportofBUMED, All individuals
providingcareorparticipatingin thehealthcaredelivery systemareresponsiblefor supporting
thePatientSafetyProgram(PSP).
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4. Policy. ThegoalofthePSPis to preventinjuriesto patients,visitors, andpersonnelandto
minimize thenegativeconsequencesofinjuriesthatdo occur. This is accomplishedthroughthe
identification,reporting,andintensiveanalysisof sentinelevents,adverseevents,andclosecalls.
TheinformationreportedthroughthePSPshallbe usedexclusivelyfor improving healthcare
systemsandprocessesthatimpacton medicalerrorsandpatientsafety, PSPinformationshall
notbe usedfor anyadverseadministrative,privileging, orotherpersonnelactionsincluding
disciplinaryaction. In caseswherepossibledisciplinaryactioncouldresult,thecommandwill
conducttwo separateandindependentinvestigations.No informationfrom thesePSPinvestiga-
tionsmaybeusedin disciplinaryproceedings.All recordsandinformationofthePSPare
medicalqualityassurance(QA) recordsandareconfidentialunderreferences(d) and(e). Except
asspecificallyauthorizedby instruction,PSPrecordsor informationshallnotbedisclosedunless
authorizedby references(d) and(e),requiredby applicableauthority,orauthorizedby Assistant
SecretaryofDefense(HealthAffairs) (ASD(HA)). All QA documentsshallbe designatedas
suchusing thewordingrecommendedin enclosure(2).

5. Responsibilities

a. Chief, BUMED shall:

(1) Participatefully in theMHSPSP,including initiatives to promotetheobjectivesofthe
program,monitor for inappropriateuseof informationgenerated,andproviderecommendations
to theASD(HA) forprogramimprovement,interpretationofDOD instructions,andimplementa-
tion guidanceto thefield.

(2) Assignappropriatemilitary personnelto theArmedForcesInstituteof Pathology
(AFIP) in supportofthe MHSPSPto ensureadequaterepresentationandparticipationofNavy
Medicine.

(3) Serveasaresourceto themilitary MTFs andDTFs by providingPSPtraining
opportunitiesaswell asconsultativeservicesthroughBUMED, Risk Management(RM)
(BUMED-M3M22). BUMED RM will receiveandreviewall root causeanalyses(RCA),
provideconsultationto thefield on thecompletenessofthereport,abstractandtrenddatato
identify systemissues,andprovidefeedbackto thefield on thesystemissuesidentifiedand
recommendationsfor changes.

b. Commandingofficersofall shore-basedtreatmentfacilities shall:

(1) Establishandimplementa PSPconsistentwith reference(b). ThePSP,with its
emphasisonprocessand systemdesign,is an integralpartoftherisk reductionandperformance
improvementeffortsof thefacility andshallfunction asan integralpartoftheQA processofthe
facility. Thepatientsafetymanager(PSM) shallbepartof theadministrativeteamandshould
reportpatientsafetyissuesdirectlyto thefacility commanderor executiveofficer.
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(2) Designateanindividual asthePSMto implementthisprogramin theMTF or DTF
per reference(b), andthis instruction,andprovidepoint ofcontactinformationto BUMED RM
andtheDeputyChiefDentalOperationsSupport(BUMED-M3D) for DTFs,

(3) EnsurethePSPactivitiesreceiveinterdisciplinarysupportfrom theMTF andDTF
staffaswell asothersupportnecessaryfor an effectiveprogram.

(4) Ensureall clinical andadministrativestaff: areeducatedabouttheMTF andDTF
PSPandfacility relatedactivities;are encouragedto reportadverseevents,sentinelevents,and
closecallsusing theMTF andDTF reportingsystems;supportprogramactivities;andaregiven
periodicupdateson its proceduresandactivities. ThePSMshouldbeaffordedannualeduca-
tional opportunitiescommensuratewith theirresponsibilities;formal trainingmaybe military or
civilian sponsored.Theprogramwill be sufficientin scopeto enableeffectiveprogram
oversight.

(5) Provideguidanceto staff in caseswhereamedicaleventcausesunanticipatedharmto
apatient. Thegoal is for aqualifiedhealthcareproviderto inform thepatientorapplicable
family member(if designated)of thefactsassoonasthecommandis awareof theeventandthe
patientorfamily memberis ableto understandthediscussion(paincontrolled). Designate(in
mostcases)theattendingphysicianor clinicianmostcloselyinvolved in thecareofthepatientto
managethe discussion.Remindprovidersthatinformationdisclosedmaynot includemedical
QA recordsandother informationprohibitedfrom disclosureunderreference(e) and encourage
themto seekadviceondisclosurefrom thecommandlegal officerorrisk managerprior to
disclosureif theyhaveany questionsaboutwhat informationis releasable.Adviseprovidersthat
the informationis disclosedasamatterofclinical policy anddoesnotaffectany rights or
obligationsin legal andadministrativeproceedings.

(6) In conjunctionwith paragraphSb(S)above,advisetheproviderdesignatedto
communicatewith thepatientordesignatedfamily memberto discloseonly factualinformation
knownatthetime of thediscussion;to avoidspeculationaboutwhatmayhavehappenedandto
discussthepatient’scareandoptionsfor care. Thedisclosureto thepatientor family is not
meantto beastandardof careanalysis,butafactual statementof outcome,Additionally, an
expressionof sorroworconcernforthepatientandfamily doesnot equateto admissionof
negligence.Providersshouldbe informedthatif thepatientshouldaskif an investigationwill be
conducted,or askif theycanobtainacopyoftheinvestigation,theyshouldinform thepatient
thatunderthePSPan investigationwill be conductedto determinewhat, if any, corrective
actionsor improvementsshouldbe implemented.However,sincethepurposeof the
investigationis asafetyanalysisconductedundertheQA ProgramthatCongresshasmandated,
the informationgatheredis protectedunderQA regulationsandwill notbe availableto the
patient. Theproviderwill documentthat thepatientor family memberwasadvisedof the injury
andthepatient’scareoptionsatthatpoint.

(7) Providesupportanddebriefingopportunitiesto staffinvolved in themedicalevent,
which causedpatientharm,if needed.
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c. All activeduty, Reserves,civilians, andcontractors(all employees)involvedin the
healthcaredeliveryprocess,shallusethecommand’sreportingmechanismsto reportactualor
potentialunsafeconditionsorprocesses,supportsystemsredesignsresultingfrom safetyissues,
andassistfellow employeeswith maintainingsafepractices.

6. ComponentsofthePSP

a. JCAHOsentineleventreporting. All sentinelevents,asdefinedby JCAHO,occurringin
JCAHO-accreditedfacilities, mustbereportedto JCAHO andBUMED RM. All NavyMTFs
will notify JCAHOandBUMED RM of thesentineleventwithin 5 workingdaysoftheadverse
eventor ofbecomingawareofthe event.All NavyMTFs will identify the reviewprocess
documents,includingeachpageof theRCA form, asa QA activity protectedunder10 USC
1102using the languagenotedin enclosure(2). ThecompletedRCA andactionplan,consistent
with JCAHOpolicy andtimelimits, shallbemadeavailableto JCAHOwith a copyforwardedto
BUMED RM. BUMED RM will forwardtheRCAto theMilitary HealthSystemPatientSafety
Center(MHSPSC). Referto enclosure(1) for a sampleappointmentmemofor a QA inquiry.

b. Evaluationandreportingof“other” adverseevents,closecalls,ornearmisses. Follow-
ing an adverseevent,theimmediateneedsofthepatientwill be addressedto minimize injury.
Theemployeewitnessinganadverseeventora closecall will preserveall evidencefor
subsequentanalysisandprovideafactualdescriptionoftheeventto thedesignatedclinical team
(e.g.,teamleader,RM representative,andPSM). ThePSM determinesthepriority andtypeof
reviewrequiredby applyingthesafetyassessmentcode(SAC) matrix, per reference(b).

(1) SAC matrix is establishedby pairing theseverityoftheadverseeventwith the
probabilityof recurrencerating,resultingin a SAC scoreof 1, 2, or 3. MTFs andDTFs are
requiredto completeanRCA andactionplanofadverseeventsscoredasa category3. All
category3 RCAswill be sentto BUMED RM for reviewandanalysis.PSMsareencouragedto
conductRCAs onotheradverseeventsandclosecallstheydeemnecessaryorasrequiredby
JCAHOstandards(intensivereviews). Commandsareencouragedto submittheseRCAsto
BUMED RM for review.

(2) RCA andactionplanshouldincludewritten findingsregardingtheunderlying
systemsandprocessesinvolved in theevent,including theidentificationofactualandpotential
problemsin thosesystemsandprocesses,andrecommendationsfor correctiveactionplans. The
RCAandactionplanshall be completedandapprovedby theMTF orDTF commanderwithin
45 daysofthedateonwhichthePSM becomesawareoftheadverseevent.

(3) A quarterlyaggregatereviewmaybeperformedin lieu ofan individual eventRCA
for certaintypesof morecommonadverseeventsorclosecalls,which arenot SAC 3s.
Examplesof eventssuitablefor aggregatereviewsinclude falls andmedicationeventsnot
includedin theJCAHOstandardsrequiringintensivereview.

(4) Guidanceon conductinganRCA, reportingforms,andotherpertinentpatientsafety
informationis availablefrom BUMED RM andtheMHSPSWebsiteatwww.afip.org/PSCI
index.html.
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c. Referral of information concerning intentional unsafe acts. The investigation and
consideration of intentional unsafe acts are not within the primary authority or responsibility of
the PSP. If in the course of the activities of the PSP, information about intentional unsafe acts is
revealed, the original report shall be referred to appropriate command authority. The PSM
proceeds with a review of systems and processes of the facility implicated in the actualor
potential intentional unsafe act (but defers to the separate investigation and considerationwith
respect to any matter of culpability of any person involved in the act).

d. Reportingto theMHSPSC. All reportsshall be submittedto BUMED RMper reference
(b). Namesorotheridentifying informationon patientsorhealthcareprovidersshallnotbe
included. BUMEDRMwill submit all required reports to MHSPSC.

e. HealthCareTeamCoordinationProgram(HCTCP). TheMTF andDTF PSPshall
include implementationof theHCTCPasdirectedby theDOD PatientSafetyCouncil.

f. FailureMode andEffectsAnalysis(FMEA). JCAHOaccreditedprogramsshall
implementa programto reducetherisksof adverseeventsandothermedicalandhealthcare
eventsby conductingproactiverisk assessmentactivitiesusingFMEA. Thefrequencyof
conductingtheFMEA mustmeetthe currentJCAHOrequirements.ResultsoftheFMEA will
be forwardedto BUMED RM forreviewandevaluation. FMEA is optionalfor non-accredited
entities.

7. Action. This instructionis effectiveimmediately.

K. L. MARTIN
Vice Chief

Availableat: http://navymedicine.med.navy.mil/instructions/external/external.htm
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SAMPLEAPPOINTMENTMEMOFORA
QUALITY ASSURANCEINQUIRY

MEMORANDUM

From: (CommandingOfficer)
To: (Name andRank ofDesignatedIndividual)

Subj: APPOINTMENTAS SENIORINVESTIGATORFORA QUALITY ASSURANCE
INQUIRY

1. You are herebyappointedseniorinvestigatorfor aQuality Assuranceinquiry into thecare
providedto ______________ (name)on ______________ (date). You will beassistedby:

__________(Name)

__________(Name)

2. Preliminaryinformationindicatesthatthepatient__________________(name)hadthe
following experience(describeevent). _________________________________________________

______________________________________________________From theinformationavailable
atthis time, thiseventmeetsthecriteriafor a sentinelevent.

3. Therefore,specialtimelinesareappropriateandtheuseof anappropriaterootcauseanalysis
tool for recordingandreportingyour resultsis required. Your final reportis duein the
_______________________________(nameof office)on _____________ (date). Theoffice of
______________________(nameofoffice) will contactyou on _____________ (date)for a status
report,if thereporthasnotalreadybeenprovided. Your reportwill be distributedto the
responsibledirector(s)andwill be placedon theExecutiveCommitteeoftheMedical Staff
agendafor the ________________ (date)meeting.

4. We askthatyouranalysisincludetheuseof appropriatequality tools, suchasaflow
diagram. This tool canbe usedto clarify the currentprocess,developamodifiedprocess,or
conveyto all concernedtheproperproceduresto be followed in thefuture.

5. Pleasenotethatdocumentsandrecordscreatedpursuantto this orderare Quality Assurance
materials, which are confidential and privileged under 10 USC1102.

6. If youhaveany questionsduringyourreview,pleasecontact_________________ (name)in
the_______________ (nameofoffice) at___________________ (telephonenumber).

Enclosure(1)
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CONFIDENTIALITY STATEMENTS FOR
SENTINEL EVENTRELATEDDOCUMENTS

1. Include the following statements on Sentinel Event related documents including appointment
letters to JCAHOand the root cause analysis document.

a. Placethefollowing statementon thebottomof eachpageoftheroot causeanalysisreport
form:

Do not release.Confidential andprivilegedQualityAssurancematerial
under10 USC11O2.

b. Placethefollowing statementin thebody of theappointletterauthorizingthe
investigation:

Documentsandrecordscreatedpursuantto this orderareQuality
Assurancematerials,which areconfidentialandprivilegedunder
10 USC1102.

c. Placethefollowing statementin thebody of the letterforwardingacompletedrootcause
analysisto JCAHO:

Thisroot causeanalysiswasproducedasapart ofthisfacility’s
QualityAssuranceprogram, andis strictly confidentialandprivileged.
Nopartmaybe disclosed,subjectto discoveryor admittedinto evidence
in anyjudicial or administrativeproceeding,exceptunder 10USC1102.

2. If youhaveanyquestionsregardingthecontentsofthis enclosure,contacttheBUMED Risk
Managerat(202)762-3081orDSN 762-3081.

Enclosure (2)
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PATIENT SAFETYPROGRAMDEFINITIONS

1. Adverse Events. Occurrencesor conditionsassociatedwith careor servicesprovidedthat
cause unexpected harmto apatientduringsuchcareor services.Thesemaybedueto acts of
commissionor omission. Adverseeventsdo not includeintentionalunsafeacts.

2. SentinelEvents. As definedby JCAHO,sentineleventsareunexpectedoccurrencesinvolving
deathor seriousphysicalorpsychologicalinjury orrisk thereof.

3. Close Calls. An event or situationthat couldhaveresultedin harmto apatient,if it had
reached the patient. Such eventshavealsobeenreferredto as“nearmisses.”

4. Intentional Unsafe Act. Any alleged or suspected act or omission of a provider, staffmember,
contractor, trainee, or volunteer pertaining to apatientthatinvolvesa criminal act; apurposefully
unsafe act; patientabuse;or an eventcausedoraffectedby drugor alcoholabuse,Intentional
unsafe acts are mattersfor law enforcement,disciplinarysystem, or administrative investigation.
This also includes casesofnegligence,which rise to the level of criminal negligence.

5. Root Cause Analysis(RCA). A processfor identifyingthebasicorcontributingcausalfactors
associated with adverseeventsandclosecalls. An RCAincludes the following characteristics:

a. The review is interdisciplinary in nature with involvement of those closest to the process.

b. The analysis focuses primarily on systems andprocesses rather than individual
performance.

c. Theanalysisdigs deeperby asking“what” and“why” until all aspectsof theprocessare
reviewed and all contributingfactorsareidentified.

d. The analysis identifieschangesthatmaybe madein systems and processes through either
redesign or development of new processes or systems that mayimproveperformanceand may
reducetherisk ofadverseeventsorrecurrenceofclosecalls.

6. AggregateReview.Theprocessofanalyzingrecurringincidents,events,or closecalls(suchas
medicationerrors)for trendsandpatternsto usefor processimprovement.

7. HealthCareTeamCoordinationProgram(HCTCP). TheHCTCPwaswritteninto the
NationalDefenseAuthorizationAct for FY 01, section754,andrequiresteamtraining in the
emergencydepartmentswith expansionto anewmedicalspecialtyon anannualbasis. In addition,
training is required for the combat casualty care organizations.

8. Failure Mode and Effects Analysis (FMEA). FMEAis a tool used to conduct a proactive risk
assessmentof a facility defined critical process.TheVA NationalCenterfor PatientSafetyhas
modifiedthetraditionalFMEA by combiningthedetectablityandcriticality stepsinto an
algorithmpresentedasadecisiontree.

Enclosure(3)


